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DETAILED ACTION 

Claims pending are 1-7, 9, 15 and 16. 

Response to the arguments :- 

Applicants had submitted a supplemental amendment that had crossed in the mail. In the 
amendment submitted on 3/1 1/10 the definition and the variable were changed to R", Y' and 
several R2, R3, R5, Rl has been changed. The formula la and lb remain the same. The rejection 
under 35 USC new matter has been withdrawn. 

The rejection under 35 USC 1 12 scope of enablement still stands. The schemes in the 

specification allows for just a small % of substitutions. 

The R2 along with the various R4, R6, R7 has so many generic variables. 
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• The claim reads R8 can independently defined by R5 and R5 can be H and yet it states it 
can combine to form a ring!. 

• The schemes describes only a process of making a limited set of compounds with a 
specific R2 group and R6, R4 and R7 to be H. Applicants R21 has a long list of variables 
such as pasted below 

here. 
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The starting materials are also not shown. It appears that the large scope is a theoretical scope of 
the analogs of Fredericamycin. 

See Dorwald preface 2005 , which states how difficult it is to synthesis organic compounds. 
Only the compounds within the scope of the scheme and the table are enabled for making. 
State of the prior art :- 

US 5166208 which is drawn to Fredericamycin also teaches only the compounds with R4, R6 
and R7 as H. 

All the prior art compounds have R4, R6 and R7 as an OH group. Yet applicants are claiming a 
plethora of groups at that position which is included in the definition of R21 
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Also see US 4, 584,377 which teaches only an acyl at the R 4, R6 and R7 position. 
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The prior art does not teach the large scope with the various substitutents R21 at R4, R6 and 
R7 position , as claimed by the applicants, and neither has the applicants shown how to make 
and use them. 

• Claim 9 recites the term "Drug " containing the compounds. 
The term Drug is not clearly defined in the specifications. 
The pharmaceutical adjutant are, but not the "Drugs". 

Is this a method of treating as a drug, the compounds scope is not enabled for treating also. 
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• R24 and R25 each individually is H, CN and also R21 with is another plethora of 
substitutents, R24 and R25 together is a cycloalkyl . 

• R2 is given by 



Where are these 4 R groups attached to? The N? or C3 ? 

Further applicants argue that the because Fredericamycin treats tumors and that their compounds 
have a similar structure then theirs also should treat the tumors. 

For the sake of arguments, first of all, Fredericamycin has an effect on breast, and leukemia 
with a marginal effect on melanoma. See Dana Warnick-Pickle. 

Second the data shown by the applicants is an average of results obtained for several cell lines, 
not an average of several test of each cell line. It is confusing because, to see if a drug works 
on the breast cancer cell, one would not test it on some other cell line. How can one rely on a 
test result which is an average of many different cell lines? 

Applicants have not made the compounds and shown that it is reduced to practice, especially 
since the US '678 teaches that it does not treat all tumors. 
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Applicants could overcome this part of the rejection with a timely filed declaration showing the 
test data for each cell line. 
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Applicants should also consider the R21 groups for R4, R6 and R7 positions as these have not 
been reduces to practice and having all these bulky groups as these various positions 
individually or all at the same time be impossible to make, let alone the fact that it would no 
longer be a Fredricamycin analog and would no longer be expected to have the same properties 
and thus would require more data to show that it had the same activity. 
Also in view of the unclear definition of drug and some of the variable it cannot be seen how 
these compounds are enabled. 
The rejection under 35 USC 112 scope still stands. 



The rejection of the claims under 35 USC 103 over U.S. patents 4,584,377 (Yokoi et 

al.); 4,673,678 (Misra) and 5,166,208 (Kelly et al.). Duan et al., Delgado et al. and Okimoto et 

al also still stand. 

Applicants argue the examiner says the different groups would encompass sugars and that if the 
rejection is not withdrawn then to point out where it would encompass a sugar. 
For example, in the diagram 4 page 18 and 19 of the specification see 10/123 R' group. See 
amendment table 2, page 3, 

10/133 urv -X -O. S 6?3U 504.(5 

nU X--" --i^ 



OH 
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See page 10 table 3, 
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Page 18, 



Also eg 199. 

See the definition of glucose ( sugar) as given by Wikipedia definition , attached. Glucose in 
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solution is given in the form of a ring. 
There are several places where applicants have defined the claims are forming a ring with 
specific hetero groups, however the various combinations such as for the definition of R2 
<fli;K If i TiJ-if. ^ t n~ ^ ^> ? R24 an d R25 can be R21 and both together can form a ring 
e.g. alkoxy. 
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Applicants claims include alkyl substituted by hydroxyl and could include the glucose. 
In view of the disclosure in the specification one would expect the compounds could have the 
glucose. Besides the term "Drugs' is not defined. The specification clearly states that the 
Fredricamycin with the dextrin is more soluble. See page 21 . 



The US 5166,208 discloses the compounds of the formula lb 



wherein X is a H or a lower alkoxy and R14 and rl5 is a 
lower alkyl, alkenyl and alkonyl. Rl and r2 is independently a H or a NR7 R8, R7 and R8 can 
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form a ring, include several groups such as 



*te«A« R? md lis 

kl - v \ If 1 I ' 

i \ i * 1 v a ^ mk aSkai:>;> I 
J J-, 5-r, r > « . j '■ ■ " =- '• >■ 

, tl ,t f it - 1 1 K 



Application/Control Number: 10/509,066 
Art Unit: 1625 



Page 1 1 



These groups are further substituted. 



Applicants claims are drawn to, according to the latest version presented as being 




S3 



wherein X is an O and R5 can be a H. 

R7 is a H, 

R3 is a halogen or an hydro xyl or an N containing group as given on page 14 of the amendment. 
R2 can then be an alkyl, alkenyl, 



When R3 is a H as is in the prior art then applicants R2 is a other groups which are similar to 
the Rl or R2 groups of the prior art. 
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US 4584377 Yokoi also teaches similar compounds of the formula with acyl groups at its R' 
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Since applicants are arguing 

A primafacie case of obviousness requires the following: (1) there must be some 
suggestion or motivation, either in the references themselves or in the knowledge generally 
available to one of ordinary skill in the art, to modify the reference or to combine reference 
teachings; (2) there must be a reasonable expectation of success; and (3) the prior art reference 
(or references when combined) must teach or suggest all the claim limitations. MPEP at 2143. 
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In response there is a suggestion in the Kelly reference to include the amino amidino ( see the 
Rl and R2 definition given above.) These are just at a different position. 
Applicants have it at the R2 position, or they have an alkyl group with a halogen or the amino 
group at the R3 position. 

Thus the difference is in the positions of the substitutents. This makes them positional isomers. 
In the pharmaceutical art there is an expectation that positional isomers will retain the properties. 
That is where one of the motivation to modify the compounds come from. Applicants have not 
shown any unexpected results with respect to these modifications. The two references combined 
do teach the limitations and there is a reasonable expectation of success. 

With respect to applicants arguments that Duan et al., Delgado et al. and Okimoto et al ,do teach 
the cyclodextrin inclusive compounds but not the fredicamycim, this may be correct but the US 
Kelly and the Yokoi reference both talk about making fredricamycin more water soluble to be 
more effective, which is another motivating factor to modify the compound. Thus from the 
teachings of Duan et al., Delgado et al. and Okimoto et one would be motivated to use dextrin to 
make it more water soluble. 

See the Background of the invention in US 463, 678. 

Claim Rejections - 35 USC§112 
The following is a quotation of the second paragraph of 35 U.S.C. 1 12: 

The specification shall conclude with one or more claims particularly pointing out and distinctly claiming the 
subject matter which the applicant regards as his invention. 

Claim 1 rejected under 35 U.S.C. 1 12, second paragraph, as being indefinite for failing to 
particularly point out and distinctly claim the subject matter which applicant regards as the 
invention. 
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• The claim reads R8 can independently defined by R5 and R5 can be H and yet it states it 
can combine to form a ring!. 

• The claim 9 states a "Drugs" without a definition in the spec. Is it a mixture of different 
drugs if so which or is it a method of treating claims. Then it should be in the "method 
"or a process format. The claim has been treated and examined as a '"product " claim. 

• R24 and R25 each individually is H, CN and also R21 with is another plethora of 
substitutents, R24 and R25 together is a cycloalkyl . 

• R2 is given by 

( iU5d :KX |j i K 2 i >'R.' i ■ -Is iwi\\< X' 

" NR2I5 (K S. m<i RmjUl'i lUl^KI}^. iU.ir. ten;.; ir^-pade;.!!? K oi < C..i:lKyl\ 
Where are these 4 R groups attached to? The N? or C3 ? and X' is then attached to? What is 
meant by a chain elongated group.? Is it (CH2)r ? or something else attached to it? If so what is 
attached to it? 

Conclusion 

The examiner called the attorney on 8/5/2010 and left a message, to discuss allowable subject 
matter. The numerous amendment to the specifications has changed the scope of the 
examination. The examiner invites the attorney to call and discuss how to make the claims 
allowable. 

Claims 1-7, 9, 15 and 16 stand rejected. 
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Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Rita J. Desai whose telephone number is 571-272-0684. The 
examiner can normally be reached on Monday - Friday, flex time.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Janet Andres can be reached on 571-272-0867. The fax phone number for the 
organization where this application or proceeding is assigned is 571-273-8300. 

Information regarding the status of an application may be obtained from the Patent 
Application Information Retrieval (PAIR) system. Status information for published applications 
may be obtained from either Private PAIR or Public PAIR. Status information for unpublished 
applications is available through Private PAIR only. For more information about the PAIR 
system, see http://pair-direct.uspto.gov. Should you have questions on access to the Private PAIR 
system, contact the Electronic Business Center (EBC) at 866-217-9197 (toll-free). If you would 
like assistance from a USPTO Customer Service Representative or access to the automated 
information system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Rita J. Desai/ 

Primary Examiner, Art Unit 1625 

August 6, 2010. 



